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DETAILED ACTION 

Claims 1, 8-10, 12-14 and 16 are pending and are the subject of this Office 
Action. This is the first Action on the merits of the claims. 

The Preliminary Amendment filed on April 20, 2006 cancelling claim 15 and 
amending claims 4, 5, 8, 12-14 and 16 has been received and entered. 

Applicant's election without traverse of Group I (claims 1, 8-10, and 12-13) and 
request of rejoinder of Groups IV and V (claims 14 and 16) is acknowledged. Rejoinder 
of Groups IV and V (claims 14 and 16) is accepted. Applicant's election of species is 
also acknowledged, but species election was not required in said restriction. 

Specification 

The use of the trademark GELUCIRE® 50/13, 44/14, 50/02 and PRECIROL® 
ATO 5 has been noted in this application. It should be capitalized wherever it appears 
and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claim 14 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The term "certain complications thereof renders the claim 
indefinite. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 14 rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for treatment of diabetes mellitus, does not 
reasonably provide enablement for treatment and prophylaxis of the diseases broadly 
claimed. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to practice the invention 
commensurate in scope with these claims. 

In evaluating the enablement question, several factors are to be considered. 
Note In re Wands, 8 USPQ2d 1400 and Ex parte Forman, 230 USPQ 546. The factors 
include: 1 ) The nature of the invention, 2) the state of the prior art, 3) the predictability 
or lack thereof in the art, 4) the amount of direction or guidance present, 5) the 
presence or absence of working examples, 6) the breadth of the claims, and 7) The 
quantity of experimentation needed. The determination that "undue experimentation" 
would have been needed to make and use the claimed invention is not a single, simple 
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factual determination. Rather, it is a conclusion reached by weighing all the above 
noted factual considerations. 

The instant claim recites "prophylaxis of diabetes mellitus, conditions associated 
with diabetes mellitus and certain complications thereof, osteoporosis, Alzheimer's 
disease, psoriasis, asthma and metabolic syndrome". While the compound is enabled 
for the treatment of diabetes mellitus, applicant provides no competent evidence that 
the claimed dosage compound can have "prophylaxis" effects on osteoporosis, 
Alzheimer's disease, psoriasis, asthma or metabolic syndrome. Metabolic syndrome is 
defined by the Mayo Clinic as having several disorders related to your metabolism at 
the same time, to include elevated blood pressure and elevated triglycerides 
(MayoClinic.com, Metabolic syndrome). There is no evidence that the claimed dosage 
composition can prevent the disorder. National Institutes of Health discloses there is 
no known prevention for asthma (National Heart Lung and Blood Institute, NIH, 
Asthma). "To prevent" actually means to anticipate or counter in advance, to keep from 
happening etc. (as per Websters II Dictionary) and therefore it is nor understood how 
one skilled in the art can reasonable extablish the basis and the type of subject to which 
the instant dosage form can be administered in order to have a "prophylaxis" effect. 

Thus, factors such as "sufficient working examples", "the level of skill in the art" 
and "predictability"' etc. have been demonstrated to be sufficiently lacking in the use of 
the invention. One having ordinary sill in the art would have to undergo and undue 
amount of experimentation to use the invention for "prophylaxis" as claimed. 



Application/Control Number: 10/576,403 
Art Unit: 4131 



Page 6 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f)or (g) 

prior art under 35 U.S.C. 103(a). 
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Claims 1, 8-10, 12-14, and 16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Patel et al. (U.S. Patent No. 6294192 B1)and Hindley etal (U.S. 
Patent No. 6288095 B1). 

Patel et al. teaches a capsule for oral administration containing a composition of 
a hydrophobic therapeutic agent, and a carrier of at least one hydrophilic surfactant and 
at least one hydrophobic surfactant having an HLB value of less that about 10 (claim 1). 
Patel et al. teaches a hydrophobic therapeutic agent is rosiglitazone, which is the 
compound claimed (column 22, line 53). Patel et al. also teaches preparation of a 
formulation of a hydrophilic surfactant and a hydrophobic surfactant by heating and 
adding a therapeutic agent (columns 31 and 32, example 1). Patel et al. discloses the 
surfactant is a mixture of a reaction of a polyethylene glycol and a hydrogenated 
vegetable oil where the product results from transesterification (column 51, claims 26- 
28). Patel et al. also discloses the use of a macrogol glyceride (table 5). It is well 
known in the art that hydrogenated palm oil as claimed is a hydrogenated vegetable oil. 

Patel et al. does not explicitly disclose an oral dosage form in a tablet form or the 
use of said dosage form for the treatment and/or prophylaxis of diabetes mellitus. 

Hindley et al. teaches the use of 5-[4-[2-(N-methyl-N-(2 
pyridyl)amino)ethoxy]benzyl]thiazolidine-2,4-dione for the treatment of diabetes in a 
human or non-human, which is the same compound as claimed (column 40, claim 1). 
Hindley et al. also teaches the composition for oral administration in the form of tablets 
or capsules (column 10, lines 14 and 15). 
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It would have been prima facie obvious to one skilled in the art at the time of the 
invention, to use the composition formulation as taught by Patel et al. with the use of the 
compound as taught by Hindley et al. to treat diabetes mellitus. . It would have been 
prima facie obvious to use a stable polymorph of the macrogol glceride. Patel et al. 
teaches a hydrophobic therapeutic agent is rosiglitazone, which is the compound 
claimed (column 22, line 53) Hindley et al. teaches the use of 5-[4-[2-(N-methyl-N-(2 
pyridyl)amino)ethoxy]benzyl]thiazolidine-2,4-dione for the treatment of diabetes in a 
human or non-human, which is the same compound as claimed (column 40, claim 1). 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NANNETTE HOLLOMAN whose telephone number is 
(571) 270-5231 . The examiner can normally be reached on Mon-Fri 730am-500pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571-272-0867 or Cecilia Tsang on 571- 
272-0562. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/JANET L ANDRES/ 

Supervisory Patent Examiner, Art Unit 4131 



/NANNETTE HOLLOMAN/ 
Examiner, Art Unit 4131 



